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DETAILED ACTION 
Status of the Application 

1. This action is in response to Paper No. 9, filed on June 3, 2003. Currently, claims 56-70 
are pending and are rejected. This action is made NON-FINAL. Any objections and rejections 
not reiterated below are hereby withdrawn . It is also noted that this application has changed 
locations to the Examiner listed below. 

Information Disclosure Statement 

2. The information disclosure statement of Paper No. 9 complies with CFR 1.97, 1.98, and 
M.P.E.P. 609, and has been considered (see enclosed signed PTO-1449). 

Claim Rejections - 35 USC § 112 
Written Description 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 63-70 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a written description rejection. 
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The claims are broadly drawn to a method for determining whether a m amm alian 
sodium/iodide symporter is present in a sample, the method comprising contacting the sample 
with an antibody that is immunoreactive with the mammalian sodium/iodide symporter, wherein 
detecting binding of the antibody to the mammalian sodium/iodide symporter indicates that the 
mammalian sodium/iodide symporter is present in the sample. 

Thus, the claims are drawn to detecting whether a mammalian sodium/iodide symporter 
is present in a sample by contacting the sample with any antibody that is immunoreactive with 
the mammalian sodium/iodide symporter. That is, this claim encompasses the genus any 
antibody that is “immunoreactive” with the mammalian sodium/iodide symporter. It is noted, 
the claims refer to the mammalian sodium/iodide symporter, which encompasses any 
sodium/iodide symporter from any mammal. This claim language would encompass a large 
number of possible antibodies “immunoreactive” with any the sodium/iodide from any 
mammalian. The specification does not describe any sufficient, relevant, identifying 
characteristics for the members encompassed by the claim language. For example, the 
specification does not describe any common structure among the possible antibodies 
“immunoreactive” with any sodium/iodide symporter from any mammal. Accordingly, because 
the specification does not adequately describe the large genus encompassed by the claims, a 
person skilled in the art would not recognize that the inventor had possession of the claimed 
invention. 

Enablement 

5. Claims 56-62 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for a method of detecting a target nucleic acid using the probe of SEQ ID 
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NO: 1 or the method of determining whether a mammalian sodium/iodide symporter is expressed 
in a mammalian tissue by detecting the presence of SEQ ID NO: 1, does not reasonably provide 
enablement for the method comprising contacting nucleic acid from the mammalian tissue with 
any nucleic acid probe which can hybridize to a portion of the nucleotide sequence set forth in 
SEQ ID NO: 1, wherein detecting hybridization of the nucleic acid probe to the nucleotide 
sequence indicates that the mammalian sodium/iodide symporter is expressed in the mammalian. 
The specification does not enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make or use the invention commensurate in scope with these 
claims. 

Case law has established that “(t)o be enabling, the specification of a patent must teach 
those skilled in the art how to make and use the full scope of the claimed invention without 
‘undue experimentation.’” In re Wright 990 F.2d 1557, 1561. In In re Fisher, All F.2d 833, 839, 
166 USPQ 18,24 (CCPA 1970) it was determined that “(t)he scope of the claims must bear a 
reasonable correlation to the scope of enablement provided by the specification to persons of 
ordinary skill in the art”. The amount of guidance needed to enable the invention is related to the 
amount of knowledge in the art as well as the predictability in the art. Furthermore, the court in 
Genetech Inc. v Novo Nordisk 42 USPQ2d 1001 held that “(I)t is the specification, not the 
knowledge of one skilled in the art that must supply the novel aspects of the invention in order to 
constitute adequate enablement”. 

Also, MPEP 2164.01 states: 

“Even though the statute does not use the term ‘undue experimentation,’ it has been 
interpreted to require that the claimed invention be enabled so that any person skilled in the art 
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can make and use the invention without undue experimentation. In re Wands, 858 F.2d at 737, 8 
USPQ2d at 1404 (Fed. Cir. 1988).” 

The Wands court outlined several factors to be considered in determining whether a 
disclosure would require undue experimentation: 

“They include (1) the quantity of experimentation necessary, (2) the amount of direction 
or guidance presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims.” Id. at 1404. 

In the instant case, the specification does not enable one of skill in the art to make and 
use the claimed invention for the following reasons: 

( 1 ) Nature of the Invention & Breadth of the Claims 

The claims are directed to a method of determining whether a mammalian sodium/iodide 
symporter is expressed in a mammalian tissue, comprising contacting nucleic acid from the 
mammalian tissue with any nucleic acid probe which can hybridize to a portion of the nucleotide 
sequence set forth in SEQ ID NO: 1, wherein detecting hybridization of the nucleic acid probe to 
the nucleotide sequence indicates that the mammalian sodium/iodide symporter is expressed in 
the mammalian. 

Thus, the claims are broadly drawn to contacting nucleic acid from a mammalian tissue 
with any probe, wherein the hybridization of the probe to the nucleic acid indicates the 
expression of the mammalian sodium/iodide symporter. 
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The specification states, “The nucleic acid probes of the present invention may be DNA 
or RNA and may vary in length from about 8 nucleotides to the entire length of the mammalian 
sodium/iodide symporter.” (page 11, lines, 34-37) 

Thus, the claims are drawn to hybridizing a nucleic acid probe of as little as 8 nucleotides 
(or smaller, due the language of “about”) to nucleic acid from a mammalian tissue, wherein the 
hybridization of these 8 or less nucleotides indicates the expression of the mammalian 
sodium/iodide symporter. 

(2) Relative Skill of those in the Art, State of the Prior Art, Amount of Direction or 
Guidance Presented & Presence or Absence of Working Examples 

The relative level of skill in molecular biology is high; in the instant case, this is 
evidenced by the lack of cloning or characterization of the cDNA encoding the mammalian 
sodium/iodide symporter prior to the present invention, (see specification, page 4, lines, 3-5) 
Therefore, the prior art is silent as to any nucleic acid probes of 8 or less nucleotides that when 
hybridized to mammalian nucleic acid, indicates mammalian sodium/iodide symporter 
expression. 

The specification provides guidance through working examples of the isolation and 
characterization of the primary sequence and predicted secondary structure of the sodium/iodide 
symporter molecule, (seepages 17-22) mammalian sodium/iodide symporter. Specifically, the 
specification does not teach what modifications can be made to a nucleic acid probe that could 
still function for detection mammalian sodium/iodide symporter expression.mammalian 
sodium/iodide symporter. Furthermore, the specification does not provide any examples of 
possible probes that when hybridized to mammalian nucleic acid; demonstrate the expression of 
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the mammalian sodium/iodide symporter.(3) Quantity of Experimentation Necessary & the 
Unpredictability of the Art 

In order to practice the invention, the practitioner must hybridize a probe of 8 or less 
nucleotides to the nucleic acid of a mammalian tissue, and then test the hybridization product to 
determine whether the mammalian sodium/iodide symporter was expressed. This 
experimentation would be completely driven by a trial and error process with no guidance from 
either the specification or the art as to which nucleotides are necessary, which modifications, if 
any, can be made for the probe, etc. Because such experimentation requires an extremely large 
amount of trial and error analysis, with little to no starting point, and because the skilled artisan 
must supply novel experimentation of first finding and then correlating possible probes with the 
expression of the mammalian sodium/iodide symporter, such analysis is unpredictable, and is 
therefore considered undue. 

Additionally, there is a high level of unpredictability because there are no previous 
experiments in the prior art that have taught the cloning or characterization of the cDNA 
encoding the mammalian sodium/iodide symporter prior to the present invention. 

Accordingly, in view of the unpredictability in the art and in view of the lack of specific 
disclosure in the specification, undue experimentation would be required to practice the 
invention as it is claimed. 

6. Claims 63-70 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for method for determining whether a mammalian sodium/iodide symporter 
is present in a sample, the method comprising contacting the sample with an antibody that 
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specifically binds to SEQ ID NO: 2, wherein detecting binding of the antibody to the mammalian 
sodium/iodide symporter indicates that the mammalian sodium/iodide symporter is present in the 
sample, does not reasonably provide enablement for method for determining whether a 
mammalian sodium/iodide symporter is present in a sample, the method comprising contacting 
the sample with any antibody that is immunoreactive with the mammalian sodium/iodide 
symporter, wherein detecting binding of the antibody to the mammalian sodium/iodide 
symporter indicates that the mammalian sodium/iodide symporter is present in the sample. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the invention commensurate in scope with these claims. 

Case law has established that “(t)o be enabling, the specification of a patent must teach 
those skilled in the art how to make and use the full scope of the claimed invention without 
‘undue experimentation.’” In re Wright 990 F.2d 1557, 1561. In In re Fisher, All F.2d 833, 839, 
166 USPQ 18, 24 (CCPA 1970) it was determined that “(t)he scope of the claims must bear a 
reasonable correlation to the scope of enablement provided by the specification to persons of 
ordinary skill in the art”. The amount of guidance needed to enable the invention is related to the 
amount of knowledge in the art as well as the predictability in the art. Furthermore, the court in 
Genetech Inc. v Novo Nordisk 42 USPQ2d 1001 held that “(I)t is the specification, not the 
knowledge of one skilled in the art that must supply the novel aspects of the invention in order to 
constitute adequate enablement”. 

Also, MPEP 2164.01 states: 

“Even though the statute does not use the term ‘undue experimentation,’ it has been 
interpreted to require that the claimed invention be enabled so that any person skilled in the art 
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can make and use the invention without undue experimentation. In re Wands, 858 F.2d at 737, 8 
USPQ2d at 1404 (Fed. Cir. 1988).” 

The Wands court outlined several factors to be considered in determining whether a 
disclosure would require undue experimentation: 

“They include (1) the quantity of experimentation necessary, (2) the amount of direction 
or guidance presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art, and (8) the breadth of the claims.” Id. at 1404. 

In the instant case, the specification does not enable one of skill in the art to make and 
use the claimed invention for the following reasons: 

(1) Nature of the Invention & Breadth of the Claims 

The claims are broadly drawn to a method for determining whether a mammalian 
sodium/iodide symporter is present in a sample, the method comprising contacting the sample 
with an antibody that is immunoreactive with the mammalian sodium/iodide symporter, wherein 
detecting binding of the antibody to the mammalian sodium/iodide symporter indicates that the 
mammalian sodium/iodide symporter is present in the sample. 

Thus, the claims are broadly drawn to contacting a sample with any antibody that is 
“immunoreactive” with the mammalian sodium/iodide symporter, wherein detecting binding of 
the antibody to the mammalian sodium/iodide symporter indicates that the mammalian 
sodium/iodide symporter is present in the sample. 

(2) Relative Skill of those in the Art, State of the Prior Art, Amount of Direction or 
Guidance Presented & Presence or Absence of Working Examples 
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The relative level of skill in molecular biology is high; in the instant case, this is 
evidenced by the lack of cloning or characterization of the cDNA encoding the mammalian 
sodium/iodide symporter prior to the present invention, (see specification, page 4, lines, 3-5) 
Therefore, the prior art is silent as to any antibodies that are immunoreactive with the 
mammalian sodium/iodide symporter, wherein detecting binding of the antibody to the 
mammalian sodium/iodide symporter indicates that the mammalian sodium/iodide symporter is 
present in the sample. 

The specification provides guidance through working examples of the isolation and 
characterization of the primary sequence and predicted secondary structure of the sodium/iodide 
symporter molecule, (see pages 17-22) Specifically, the specification teaches the amino acid 
sequence of the mammalian sodium/iodide symporter (see SEQ ID NO: 2). 

any antibodies that are immunoreactive with the mammalian sodium/iodide symporter, 
wherein detecting binding of the antibody to the mammalian sodium/iodide symporter indicates 
that the mammalian sodium/iodide symporter is present in the sample. 

Specifically, the specification does not teach what modifications can be made to specific 
residues or domains that could still function for detection mammalian sodium/iodide symporter 
expression.mammalian sodium/iodide symporter. Furthermore, the specification does not 
provide any examples of possible antibodies that when contacted to the mammalian 
sodium/iodide symporter; demonstrate the presence of the mammalian sodium/iodide 
symporter.(3) Quantity of Experimentation Necessary & the Unpredictability of the Art 

In order to practice the invention, the practitioner must make any contact any antibody 
that is immunoreactive with the mammalian sodium/iodide symporter, and then test this 
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contacting to determine whether the mammalian sodium/iodide symporter is present. This 
experimentation would be completely driven by a trial and error process with no guidance from 
either the specification or the art as to which amino acid residues are necessary, which 
modifications, if any, can be made for the antibody, etc. Because such experimentation requires 
an extremely large amount of trial and error analysis, with little to no starting point, and because 
the skilled artisan must supply novel experimentation of first finding and then correlating 
possible antibodies with the presences of the mammalian sodium/iodide symporter, such analysis 
is unpredictable, and is therefore considered undue. 

Additionally, there is a high level of unpredictability because there are no previous 
experiments in the prior art that have taught the cloning or characterization of the cDNA 
encoding the mammalian sodium/iodide symporter prior to the present invention. 

Accordingly, in view of the unpredictability in the art and in view of the lack of specific 
disclosure in the specification, undue experimentation would be required to practice the 
invention as it is claimed. 

Applicants are reminded that the enablement requirement of 35 U.S.C. 112, first 
paragraph, is separate and distinct from the description requirement. Vas-Cath, Inc. v. Mahurkar, 
935 F.2d 1555, 1563, 19USPQ2d 1111, 1116-17 (Fed. Cir. 1991). 

Conclusion 


7. 


No Claims are allowable. 



Application/Control Number: 09/995,007 
Art Unit: 1637 


Page 12 


Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alexander H. Spiegler whose telephone number is (703) 305- 
0806. The examiner can normally be reached on Monday through Friday, 7:00 AM to 3:30 PM. 

If attempts to reach the examiner are unsuccessful, the examiner’s supervisor, Gary 
Benzion can be reached on (703) 308-1119. The fax number for the organization where thi s 
application or proceeding is assigned is (703) 872-9306. Applicant is also invited to contact the 
TC 1600 Customer Service Hotline at (703) 308-0198. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 


Alexander H. Spiegler 
September 29, 2003 

TECHNOLOGY CENTER 1600 





